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1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 . 1 7(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 .17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 19 January 2007 has been entered. 

Claim Rejections -J5 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 120 and 132 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 120 and 132 both recite that the plunger is inserted into an open end of each 
container prior to introducing a sterile fluid substance into the container. However, the 
specification clearly teaches that the syringe is filled and then the plunger is inserted into the 
syringe. See page 3, lines 13-18. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is notidentically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Claims 109-1 14, and 1 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Erbe et al. (U.S. Patent No. 6,800,2'45). 

With respect to claims 109, 110, and 112-115, Erbe et al. teaches a method of producing 
a plurality of sterilized, prefilled containers wherein the method includes providing a 
manufacturing line with at least one container, transferring the container to a sterile environment 
(isolator) 70, and sterilizing the cartridge with e-beam radiation (which would create an 
immediate sterile ambient atmosphere) in a step between providing the cartridges and 
transferring them to the sterile environment. Within the sterile environment, they are filled and 
sealed, and finally are transferred out of the sterile environment at 90. See Figure 1 ; col.4, lines 
34-37; col.6, lines 3-20; col.8, lines 17-20 and 30-32; col. 12, lines 2-5, 19-27, 39-46. Erbe et al. 
does not disclose a plurality of separate manufacturing lines, each having it's own sterilizing 
station. However, it has been held that to duplicate parts for multiplied effect, where the result is 
not unexpected, is obvious. See St. Regis Paper Co. v. Bemis Co., Inc. , 193 USPQ 8, 1 1 (7 th Ch\ 
1977). In this case, the result of duplicating the single manufacturing line of Erbe et al. is readily 
apparent to one of ordinary skill in the art - the increase in number of manufacturing lines 
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entering the sterile environment, increases the number of syringes that may be sterilized, filled, 
and sealed in a given plant. 

As to claim 111, Erbe et al. clearly teaches that the cartridges (syringes) are sterilized in a 
location other than the sterile isolator. Note that Erbe et al. discloses that only the steps of 
filling, assembling the piston, packaging the filled cartridges, and sealing the packages occur in 
the sterile isolator. See col. 6, lines 14-18. Therefore, the cartridges must be transferred between 
the location where they are sterilized by e-beam radiation and the location where they are filled 
(isolator). It would have been obvious to one of ordinary skill in the art to accomplish this 
transfer in a sterile manner otherwise the sterile condition of the cartridges would have been 
compromised. 

6. Claims 1 16-1 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Erbe et 
al. in view of Carlsson et al. (US 4,944,132). 

Erbe et al. discloses the use of e-beam radiation for the sterilization of the containers, but 
does not teach the use of a plurality of beams or opposing beams on opposite sides of a transport 
mechanism. Carlsson et al. evidences the use of e-beam radiation for the sterilization of 
containers wherein a transport mechanism 4,13,24 conveys the containers between opposing e- 
beam units 8. See Figure 3. Carlsson et al. discloses that using two electron beam units assures 
complete sterilization of all surfaces of the container (col. 3, lines 42-68). Therefore, it would 
have been obvious to employ the transport and sterilization means of Carlsson et al. to sterilize 
the containers of Erbe et al. in order to completely sterilize all surfaces thereof. 
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7. Claims 1 1 8-124 are rejected under 35 U.S.C. 103(a) as being unpatentable over Erbe et 
al. in view of Odell et al. (US 6,189,292). 

With respect to claims 118-121, the containers of Erbe et al. do not have tip caps that are 
placed on the container prior to filling or plungers that are assembled onto the containers after 
filling. Odell et al, however, discloses a method of manufacturing, sterilizing, filling, and 
sealing medical syringes wherein tip caps are coupled to the syringe before filling and the 
plunger is used to seal the filled syringe. Alternatively, the plunger can be first coupled to the 
syringe, the syringe filled through the tip, and the syringe sealed with the tip cap. See col.12, 
line 44 to col. 13, line 25. It would have been obvious to use the method of Erbe et al. to sterilize 
other types of containers, such as the syringe systems of Odell et al., as Erbe et al. discloses that 
it is en effective means of producing a variety of sterilized components including at least one 
radiation-sensitive composition unsuitable for terminal sterilization, as these compositions are 
dispensed from syringes as well as the containers of Erbe et al. See col. 3, lines 55-60. 

As to claims 122 and 123, Erbe et al. fails to teach a molding station. Nevertheless, Odell 
et al. discloses a method wherein a molding machine 220 may be located adjacent the filling and 
sealing assembly and connected thereto by a closed conveyor, tunnel or chute to form an 
environmentally controlled area for transfer of the syringes. See col.12, lines 24-29. It would 
have been obvious to one of ordinary skill in the art at the time of the invention to include a 
molding station as a component of the manufacturing line of Erbe et al., as Odell et al. discloses 
that doing so maintains low bio-burden levels by reducing the handling of the syringes. In 
addition, one would have found it obvious to include a molding machine in each manufacturing 
line, in order to produce various types of syringes. 
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With respect to claim 124, although Erbe et al. is silent with respect to a transfer holder 
for the containers, Odell et al. discloses a transfer holder 82 for holding a plurality of syringes. 
As the holder is designed for ease of handling through the manufacturing line of Odell et al., it 
would have been an obvious addition to the method of Erbe et al.. 

8. Claim 125 is rejected under 35 U.S.C. 103(a) as being unpatentable over Erbe et al. in 
view of Lawecki et al. (US 6,145,277). 

It is unclear from the disclosure of Erbe et al. if the manufacturing process is folly 
automated. However, Lawecki et al. teaches a method of in-line, continuous production of 
sterile, prefilled syringe bodies wherein the method includes the steps of injection molding the 
syringe bodies (col.2, lines 12-13), arranging the syringe bodies on a conveyor (col. 2, lines 15- 
17), sterilizing the syringe bodies using a sterilizing gas (col.2, lines 3-5), transferring the syringe 
bodies to an inspection station and a filling and assembly isolation area followed by a packaging 
station. See col.2, lines 26-36 and lines 42-48. Lawecki et al. further discloses that "preferably 
no humans are employed" as the process is substantially automated or accomplished by robots. 
As automating the process makes sense from both an economical, as well as, a hygienic 
standpoint, it would have been obvious to automate the process of Erbe et al.. 

9. Claims 126 and 127 are rejected under 35 U.S.C. 103(a) as being unpatentable over Erbe 
et al. in view of Nablo et al. (U.S. 3,780,308). 

Erbe et al. teaches a method of producing a sterilized, prefilled container wherein the 
method includes providing a container, sterilizing the cartridge with e-beam radiation at a 
sterilizing station (which would create an immediate sterile ambient atmosphere), transferring the 
container to a sterile environment (isolator) 70 separate from the sterilizing station, and 
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sterilizing the cartridge with e-beam radiation. Within the sterile environment, they are filled 
and sealed, and finally are transferred out of the sterile environment at 90. See Figure 1; col.4, 
lines 34-37; col.6, lines 3-20; col.8, lines 17-20 and 30-32; col. 12, lines 2-5, 19-27, 39-46. Erbe 
et al. clearly teaches that the cartridges (syringes) are sterilized in a location other than the sterile 
isolator. Note that Erbe et al. discloses that only the steps of filling, assembling the piston, 
packaging the filled cartridges, and sealing the packages occur in the sterile isolator. See col.6, 
lines 14-18. Therefore, the cartridges must be transferred between the location where they are 
sterilized by e-beam radiation and the location where they are filled (isolator). It would have 
been obvious to one of ordinary skill in the art to accomplish this transfer in a sterile manner 
otherwise the sterile condition of the cartridges would have been compromised. Erbe et al., 
however, does not disclose a transport mechanism from the sterilizing station into the sterile 
environment. 

Nablo et al. however discloses the use of a transport mechanism 8 for conveying 
containers through a sterilizing station. Since it is evident that some sort of transport mechanism 
would have been necessary in Erbe et al. in order to convey the cartridges through the 
manufacturing process, it would have been obvious to employ a transport mechanism suitable for 
use in an electron-beam radiation environment, such as that of Nablo et al.. 
10. Claims 128 and 129 are rejected under 35 U.S.C. 103(a) as being unpatentable over Erbe 
et al. and Nablo et al. as applied to claim 127 above, and further in view of Carlsson et al. (US 
4,944,132). 

Erbe et al. discloses the use of e-beam radiation for the sterilization of the containers, but 
does not teach the use of a plurality of beams or opposing beams on opposite sides of a transport 
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mechanism. Carlsson et al. evidences the use of e-beam radiation for the sterilization of 
containers wherein a transport mechanism 4,13,24 conveys the containers between opposing e- 
beam units 8. See Figure 3. Carlsson et aL discloses that using two electron beam units assures 
complete sterilization of all surfaces of the container (col. 3, lines 42-68). Therefore, it would 
have been obvious to employ the transport and sterilization means of Carlsson et al. to sterilize 
the containers of Erbe et al. in order to completely sterilize all surfaces thereof. 
1 1 . Claims 130-135 are rejected under 35 U.S.C. 103(a) as being unpatentable over Erbe et 
al. and Nablo et al. as applied to claim 126 above, and further in view of Odell et al.. 

With respect to claims 130-133, the containers of Erbe et al. do not have tip caps that are 
placed on the container prior to filling or plungers that are assembled onto the containers after 
filling. Odell et al., however, discloses a method of manufacturing, sterilizing, filling, and 
sealing medical syringes wherein tip caps are coupled to the syringe before filling and the 
plunger is used to seal the filled syringe. Alternatively, the plunger can be first coupled to the 
syringe, the syringe filled through the tip, and the syringe sealed with the tip cap. See col. 12, 
line 44 to col. 1 3, line 25. It would have been obvious to use the method of Erbe et al. to sterilize 
other types of containers, such as the syringe systems of Odell et al., as Erbe et al. discloses that 
it is en effective means of producing a variety of sterilized components including at least one 
radiation-sensitive composition unsuitable for terminal sterilization, as these compositions are 
dispensed from syringes as well as the containers of Erbe et al. See col. 3, lines 55-60. 

As to claim 134, Erbe et al. fails to teach a molding station. Nevertheless, Odell et al. 
discloses a method wherein a molding machine 220 may be located adjacent the filling and 
sealing assembly and connected thereto by a closed conveyor, tunnel or chute to form an 
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environmentally controlled area for transfer of the syringes. See col. 12, lines 24-29. It would 
have been obvious to one of ordinary skill in the art at the time of the invention to include a 
molding station as a component of the manufacturing line of Erbe et al., as Odell et al. discloses 
that doing so maintains low bio-burden levels by reducing the handling of the syringes. 

With respect to claim 135, although Erbe et al. is silent with respect to a transfer holder 
for the containers, Odell et al. discloses a transfer holder 82 for holding a plurality of syringes. 
As the holder is designed for ease of handling through the manufacturing line of Odell et al., it 
would have been an obvious addition to the method of Erbe et al.. 

12. Claim 136 is rejected under 35 U.S.C. 103(a) as being unpatentable over Erbe et al. and 
Nablo et al. as applied to claim 126 above, and further in view of Lawecki et al.. 

It is unclear from the disclosure of Erbe et al. if the manufacturing process is fully 
automated. However, Lawecki et al. teaches a method of in-line, continuous production of 
sterile, prefilled syringe bodies wherein the method includes the steps of injection molding the 
syringe bodies (col.2, lines 12-13), arranging the syringe bodies on a conveyor (col.2, lines 15- 
17), sterilizing the syringe bodies using a sterilizing gas (col.2, lines 3-5), transferring the syringe 
bodies to an inspection station and a filling and assembly isolation area followed by a packaging 
station. See col.2, lines 26-36 and lines 42-48. Lawecki et al. further discloses that "preferably 
no humans are employed" as the process is substantially automated or accomplished by robots. 
As automating the process makes sense from both an economical, as well as, a hygienic 
standpoint, it would have been obvious to automate the process of Erbe et al.. 
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Response to Arguments 

13. Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 

Inasmuch as they may apply to the instant rejection, Applicant's comments concerning 
Erbe et al. will be addressed. Applicant argues that there "is certainly no teaching or suggestion 
that the pre-sterilizing stage may be used to provide at least a portion of a sterile ambient 
atmospheric condition external and adjacent to the sterile environment." However, the e-beam 
radiation station of Erbe et al. would have intrinsically created a sterile environment within the 
area of sterilization, which also external to the sterile environment. 

Conclusion 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leigh McKane whose telephone number is 571-272-1275. The 
examiner can normally be reached on Monday-Friday (5:30 am-2:00 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys Corcoran can be reached on 571-272-1214. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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